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SYSTEMS, INC.

September 11, 1998
2612 98 SEP 14 NOS9
IDE Document Mail Center (HFZ-401)
Center for Devices and Radiological Health
Food and Drug Administration
9200 Corporate Boulevard
Rockville, MD 20850

RE: IDE Number G960214/21
CardioLogic VEST-CPR® System
Public Disclosure After Study Termination

Dear Sir/Madam:

In accordance with Federal Regulation 21 CFR §50.24 (a) (7) (ii) and (iii), §56.109(g) and
§812.47(a), we are submitting public disclosure information that appraised the community and
researchers of the termination of the VEST-CPR study and its results.

As required by Federal Regulation 21 CFR §56.109(g) and §812.47(a), each IRB has provided a
copy of the information that was publicly disclosed. In addition, the IRB’s have provided written
verification of their review and approval of the information prior to its disclosure.

A duplicate copy of this information has been sent to Dockets Management at the following
address:

Docket number 95S-0158

Dockets Management Branch (HFA-305)

Food and Drug Administration

12420 Parklawn Drive Room 1-23

Rockville, MD 20857

I would appreciate the FDA considering IDE G960214 officially terminated and all requirements
completed in accordance with Federal Regulation 21 CFR §812.150 (7).

If you have any questions, please do not hesitate to contact me at (410) 691-5200.

Sincerely,

Linda Gregg

Director of Clinical Affairs
Official Correspondent

dss-0155 R FT§/

CARDIOLOGIC SYSTEMS, INC., 7455-T NEW RIDGE ROAD, HANOVER, MD 21076-3143 U.S.A. « TEL 410.691.5200 « FAX 410.691.5212
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Hamot Research Center
104 East 2nd Strest

Erie, PA 16507

(814) 877-6026

Fax: (614) 877-5089

Linda Gregg June 2, 1998
Cardiologic Systems, Inc.

7455-T New Ridge Rd.

Hanover, MD 21076-3143

Dear Ms. Gregg,

On May 21, 1998, Geoffrey Burbridge, MD, Chairman of the Hamot Medical Center
Institutional Review Committee provided expedited review and approval of a
community notification disclosure for the study, “Clinical investigation of the VEST-
CPR system in Adults”. When this approval was reported at the June 1, 1998 IRC
meeting, suggestions were made to revise the advertisement (Attachment 1).

Would you please revise the community notification disclosure as specified and return

for review by our Community Relations and Risk Management Departments. Thack
you for your assistance.

Sincerely,

: @@l g 9 %LV\\

Phyllis J. Kuhn, PhD
IRC Secretary
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HAMOT MEDICAL CENTER
VEST-CPR® STUDY

COMMUNITY NOTIFICATION e
: TwooBM Heast Aid ot ewvoll ey Fdhe«d.«

Hamot Medical Center of Erie, Pcnnsylvanfa was clnc of four centers in the United
States that was chosen to participate in a study of & new, potentially life-saving

treatment for patients suffering iac t. domly sclected patients
suffering cardiac arrest in-selest ospitaPwere treated with a new

way of performing Cardio-Pulmonary Resuscitation (CPR). The conditions of the
study were carefully described in an FD@pprovcd Investigational Device
Exemption.

The new treatment, called VEST-CPR, relied on a device invented at The Johns
Hopkins University Hospital in Baltimore and developed by CardioLogic
Systems, Inc., located in Hanover, Maryland. This device performed the CPR
chest compressions using a “vest”, resembling an oversized blood pressure cuff,
around the chest. Scientific evidence indicated that VEST-CPR may increase the
— survival rate of cardiac arrest patients over manua! CPR.
Wmmm@ﬂubw«%@ Three
(3) patients reccived manual CPR,while the remaining seven (7) patients received
VEST-CPR. Of the three manual patients, only one (1) experienced a return of a
spontaneous circulation. This patient eventually rearrested and did not survive,
Of the seven (7) vest patients, three (3) experienced 2 return of a spontaneous
circulation. These three patients did not survive after rearresting in the hospital.
| Matiouwds) vous. T[26

Seven (7) Fates and three (3) fomales were enmalied. The ?v'fr'ié? de was 72.3
years. The average duration of CPR was 13.80 minutes (manual = 14.67, vest =
13.43).. The primary diagnosis, or arrest causality, was myocardial infarction (4),
Ltiongcstivc heant failure (4), lethal arrhythmias (1), and end-stage leukemia (1).

An exception from consent, authorized by the U.S. Food and Drug Admieinmion
(21 CFR 50.24), was used for all }0™Patients;> I—was-not—feasible fo obtat
inforned consent from the patient, a family member,or a legally authorized
representative at the time when. the patient was in critical need for immediate
tmatmcn(/ e s ot feasible . .
becacise, o Lk of Soudiug -
On November 7, 1997 CardioLogic Suspended and then terminated all
investigations of the VEST-CPR systcm¢ If you have any questions about the
study, you may contact Linda Gregg, Dircctor of Clinical Affairs, CardioLogic
Systems, Inc., 1-800-3214277.

— e

RECEIVED MAY 1 2 1998 )No BAMOT WEDILAL c.emt-.a

DATT T WER™ TRCATON  wyTUTHE
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Hamot Medical Center
201 State Street

Erie, PA 16550

(814) 877-6000
http:/fwww.hamot.org

Linda Gregg May 21, 1998
Cardiologic Systems, Inc. o '

7455-T New Ridge Rd.

Hanover, MD 21076-3143

Dear Ms. Gregg:
On May 21, 1998, a community notification disclosure for the study, “Clinical
investigation of the VEST-CPR system in Adults", was approved through

expedited review. This disclosure received previous review and approval from
representatives of the Food and Drug Administration.

Sincerely,

’ﬁ“‘? Q M 11
ffrey Burbridge, MD, IRC Chairman

. cc. Leo Bennett, MD
Brad Cooper, PharmD
Phyllis J. Kuhn, PhD, IRC Secretary

mous. NMCE e Hahrararn Scneol of Mesizime @ Sharehoicsrn VHA -
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HAMOT MEDICAL CENTER
VEST-CPR® STUDY

s : COMMUNITY NOTIFICATION

Hamot Medical Center of Erie, Pennsylvania was one of four centers in

| the United States that was chosen to participate in a study of a new,

potentially iife-saving treatment for patients suffering cardiac arrest
Though Hamot did not enroll any patients, randomly selected patients
suffering cardiac arrest at the other hospitals were treated with a new way
of performing Cardio-Pulmonary Resuscitation (CPR). The conditions of
the study were carefully described in an FDA - approved Investigational

- | Device Exemption.

Johns Hopkins University Hospital in Baltimore and developed by
CardiolL.ogic Systems, Inc., located in Hanover, Maryland. This device

-§ performed the CPR chest compressions using a “vest”, resembling an
-} oversized blood pressure cuff, around the chest. Scientific evidence

indicated that VEST-CPR may increase the survwal rate of cardiac arrest
patients over manual CPR.

Nationally seven (7) men and three (3) women were enrolled from
7/28/97 to 10/29/97. The average age was 72.3 years. The average
duration of CPR was 13.80 minutes (manual=14.67, vest=13.43). The
primary diagnosis, or arrest causality, was myocardial infarction (4),
congestive heart failure (4),. lethal arrhythmias (1), and end-stage
leukemia (1). Three (3) patients received manual CPR while the
remaining seven (7) patients received VEST-CPR. Of the three manual

‘| patients, one (1) experienced a return of a spontaneous circulation. This

patient eventually rearrested and did not survive. Of the seven (7} vest
patients, three (3) experienced a return of a spontaneous circulation.

] These three patients did not survive after rearresting in the hospital.

An exception from consent, authorized by the U.S. Food and Drug
Administration (21 CFR 50.24), was used for all ten patients, as obtaining
informed consent from the patient, a family member or a legally
authorized representative at the time the patient was in critical need for

-{ immediate treatment, was not feasible.

bn November 7, 1997 CardloLoglc;suspehded and then terminated all

investigations of the VEST-CPR system. No Hamot Medical Center

| patients were treated with the device. If you have any questions about the
-] study, you may contact Linda Gregg, Director of Clinical Affairs,

CardioLogic Systems, Inc., 1-800-321-4277.

864285 503

fhe néw treatment, called VEST-CPR, relied on a device invented at The"
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HAMOT MEDICAL CENTER
, ’ VEST-CPR® STUDY

. . COMMUNITY NOTIFICATION

Hamot Medical Center of Erie, Pennsylvania was one of four centers in
the United States that was chosen to participate in a study of a new,
potentially life-saving treatment for patients suffering cardiac arrest
Though Hamot did not enroll any patients, randomly selected patients
suffering cardiac arrest at the other hospitals were treated with a new way
of performing Cardio-Pulmonary Resuscitation (CPR). The conditions of
the study were carefully described in an FDA approved Investlgatlonal
Device Exemption, P

—— The new treatment, called VEST-CPR, relied on a devuce lnvented at The

) ‘ Johns Hopkins University Hosp:tal in Baltimore and developed by
Cardiologic Systems, Inc., located in Hanover, Maryland. This device
performed the CPR chest compressio‘ns using a “vest”, resembling an
oversized blood pressure cuff, around the chest. Scientific evidence
indicated that VEST-CPR may increase the survival rate of cardiac arrest
patients over manual CPR.

Nationally seven (7) men and three (3) women were enrolled from
7/28/97 to 10/29/97. The average age was 72.3 years. The average
.| duration of CPR was 13.80 minutes (manual=14.67, vest=13.43). The
0 primary diagnosis, or arrest causality, was myocardial infarction (4),
i congestive heart failure (4), lethal arrhythmias (1), and end-stage | |
leukemia- (1). Three (3) patients received manual CPR while the I
remaining seven (7) patients received YEST-CPR. Of the three manual
patients, one (1) experienced a return of a spontaneous circulation. This
patient eventually rearrested and did not survive. Of the seven (7) vest
patients, three (3) experienced a return of a spontaneous circulation.
These three patients did not survive after rearresting in the hospital.

An exception from consent, authorized by the U.S. Food and Drug
Administration (21 CFR 50.24), was used for all ten patients, as obtaining
. informed consent from the.patient, a family member or a legally
* ] authorized representative at the time the patient was in critical need for
immediate treatment, was not feasible. .

On November 7, 1997 CardiolLogic suspended and then terminated all
investigations of the VEST-CPR system. No Hamot Medical Center
patients were treated with the device. If you have any questions about the
© ] study, you may contact Linda Gregg, Director of Clinical Affairs,
i ] Cardiol.ogic Systems, Inc., 1-800-321-4277.

- P







Preshylarian Hospital, P_.'cr.hylcryan Hoapitan Mathowe, Presoyterian Homby Childeen'’s Hosptal, Presbyterian Crihopaedic Hespital, Presbyterian Specialty
Hospnal, Presbytenan Sealincare Associates 2resbytaran Heallh Network, Preshyterian Wesley Care Center and Presoyterian Hospital Fourgation
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Presbyterian Héalthcare System

ylt

Presbyterian Hospital
200 Hawthorne Lane

Post Office Box 33549
Chariotte, NC 28233-3549
(704) 384-4000
http:/fwww.presbyterian.org

July 12, 1998

Amicus Research
Presbyterian Healthcare
200 Hawthorne Lane
Charlotte NC 28207

RE: IRB # 97009 - CPR Vest Trial

This is to confirm for your records that the revision for the above referenced protocol
was approved by the Institutional Review Board (IRB) on July 12, 1998 through
expedited review and four other IRB voting members. '

Revision includes a public notification article regarding the completion of the
aforementioned study and the outcome.

A copy of this revision is on file in the IRB Office. Any changes must be submitted
to the IRB for approval prior to implementation. Any unexpected or significant
adverse events should be reported immediately.

The Institutional Review Board is in compliance with the requirements in Part 56,
Subchapter D, P#rt 3 21 Code of Federal Regulations.

; , Chairperson
eview Board

The Whole Approach To Health.
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AMICUS RESEARCH FOUNDATION/MID CAROLINA CARDIOLOGY
" PRESBYTERIAN HOSPITAL
~ VEST-CPR® STUDY
COMMUNITY NOTIFICATION

Presbyterian Hospital of Charlotte, NC was one of four centers in the
United States chosen to participate in a study of a new, potentially life-
saving treatment for patients suffering cardiac arrest. Randomly selected
patients suffering cardiac arrest in selected areas of the hospital were
treated with a new way of performing Cardio-Pulmonary Resuscitation
(CPR). The conditions of the study were carefully described in an FDA
approved Investigational Device Exemption. ’

The new treatment, called VEST-CPR, relied on a device invented at The
Johns Hopkins University Hospital in Baltimore and developed by
CardioLogic Systems, Inc., located in Hanover, Maryland. This device
performed the CPR chest compressions using a "vest", resembling an
oversized blood pressure cuff, around the chest. Scientific evidence suggests
that VEST-CPR may increase the survival rate of cardiac arrest patients
over manual CPR. To study this question, four center began a controlled
study of the device. It was determined in advance that at least 800 patients
would need to be treated with each technique in order to answer the
question. An exemption from consent, authorized by the U.S. Food and
Drug Administration (21 CFR 50.24), was used for all 10 patients. It was not
feasible to obtain informed consent from the patient, a family member or a
legally authorized representative at the time when the patient was in critical
need for immediate treatment.

Unfortunately, just shortly after the study began, on November 7, 1997
CardioLogic suspended and then terminated all investigations of the VEST-
CPR system in order to pursue other company interests. Nationally, only ten
(10) patients were enrolled into the study from 28-Jul-97 to 29-Oct-97.
Seven (7) males and three (3) females were enrolled. The average age was
72.3 years while the average duration of CPR was 13.80 minutes. Three (3)
patients received manual CPR while the remaining seven (7) patients
received VEST-CPR. Of the three manual patients, only one (1)
experienced a return of a spontaneous circulation. This patient eventually
rearrested and did not survive. Of the seven (7) vest patients, three (3)
experienced a return of a spontaneous circulation. These three patients did
not survive after rearresting in the hospital.

The need to find a better resuscitation technique is indisputable. Studies
have shown that when a patient fails initial defibrillation, even the best
manual CPR results in a long term survival rate of only 5-10%. It is
unfortunate that the question of whether VEST-CPR is any better than
standard CPR will have to await further study.

If you have any questions about the study, you may contact Linda Gregg,
Director of Clinical Affairs, CardioLogic Systems, Inc., 1-800-321-4277.

P2788490
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AMICUS RESEARCH FOUNDATION/MID CAROLINA CARDIOLOGY
PRESBYTERIAN HOSPITAL
VEST-CPR® STUDY
COMMUNITY NOTIFICATION

Presbyterian Hospital of Charlotte, NC was one of four centers in the
United States chosen to participate in a study of a new, potentially life-
saving treatment for patients suffering cardiac arrest. Randomly selected
patients suffering cardiac arrest in selected areas of the hospital were
treated with a new way of performing Cardio-Pulmonary Resuscitation
(CPR). The conditions of the study were carefully described in an FDA
approved Investigational Device Exemption

The new treatment, called VEST-CPR, relied on a device invented at The
Johns Hopkins University Hospital in Baltimore and developed by
CardioLogic Systems, Inc., located in Hanover, Maryland. This device
performed the CPR chest compressions using a "vest", resembling an
oversized blood pressure cuff, around the chest. Scientific evidence suggests
that VEST-CPR may increase the survival rate of cardiac arrest patients
over manual CPR. To study this question, four center began a controlled
study of the device. It was determined in advance that at least 800 patients
would need to be treated with each technique in order to answer the
question. An exemption from consent, authorized by the U.S. Food and
Drug Administration (21 CFR 50.24), was used for all 10 patients. It was not

feasible to obtain informed consent from the patient, a family member or a
| legally authorized representative at the time when the patient was in critical
need for immediate treatment.

Unfortunately, just shortly after the study began, on November 7, 1997
CardioLogic suspended and then terminated all investigations of the VEST-
CPR system in order to pursue other company interests. Nationally, only ten
(10) patients were enrolled into the study from 28-Jul-97 to 29-Oct-97.
Seven (7) males and three (3) females were enrolled. The average age was
72.3 years while the average duration of CPR was 13.80 minutes. Three (3)
patients received manual CPR while the remaining seven (7) patients
received VEST-CPR. Of the three manual patients, only one (1)
experienced a return of a spontaneous circulation. This patient eventually
,rearrested and did not survive. Of the seven (7) vest patients, three (3)
experienced a return of a spontaneous circulation. These three patients did
not survive after rearresting in the hospital.

The need to find a better resuscitation technique is indisputable. Studies
have shown that when a patient fails initial defibrillation, even the best
manual CPR results in a long term survival rate of only 5-10%. It is
unfortunate that the question of whether VEST-CPR is any better than
standard CPR will have to await further study.

If you have any questions about the study, you may contact Linda Gregg,
Director of Clinical Affairs, CardioLogic Systems, Inc., 1-800-321-4277.

P2788490
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‘May 12, 1998

Ms. Linda Gregg

Cardiologic Systems, Inc.
7455-T New Ridge Road
Hanover, Maryland 21076-3134

Dear Ms. Gregg:

This letter is to confirm that | reviewed and approved the Community
Notification regarding the termination of the VEST-CPR clinical trial.

Thank you,

Tl (gt

Robert L. Campbell, D.D.S.

Professor

Oral and Maxillofacial Surgery
and Anesthesiology

RLC:rth
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 VIRGINIA COMMONWEALTH UNIVERSITY AND “|
~MEDICAL COLLEGE ‘OF VIRGINIA HOSPITALS !
.~ VEST-CPR® STUDY ~~ . ==v=%-

.. COMMUNITY NOTIFICATION _

b

The Virginia Commonwealth University and Medical College of Virginia Hospitals
were one of four centers in the United States chosen to participate In 4 study-of a
Dew, potentially life-saving treatment for patients suffering cardiac arrest. Randomly
selected patients suffering cardiac arrest in selected areas of the hospital were treated
with a new way of performing Cardio-Pulmonary Resuscitation (CPR). The conditions
ofthe studywere carefullydescribedin'anFDAe_lpprove'dIpvesdgadonaJDeyiceExemp

tion. "1 ST Yoo 0 0

The newtreatment, called VEST-CPR, reliedonadevice inventedat The Johns Hopkins
University Hospital in Baltimore and developed by CardioLogic Systems, Inc., located |

S etea g a].
P A Kl el e

.in Hanover, Maryland. This device performed the CPR chest compressions using a.

“vest”, resembling anoversized blood pressure cuff, around the che'st. Scientificevidence
suggests that VEST-CPR may increase the survival rate of cardiac arrest patients over
manual CPR. Tostudy this question, four centers began a controlled study of the device.
It was determined in advance that at least 800. patients would need to be treated with™

_each techni%ue inordertoanswer the question. An exemption from consent, authorized..

bythe U. 8. Food and Drug Administration (21 CFR 50.24), was used for all 10 patients.’
It was not feasible to obtain informed consent from the patient, a family member or
a legally authorized representative at the time when the patient was in critical nee
for immediate treatment. 7 5 o4 ol

Unfortunately, just shortly after the stidy began, on November 7, 1997 CardioLogic
suspended and then terminated all investigations of the VEST-CPR system jn order
‘to pursue other comgan -interests, Nationally, only ten (10) patients were enrolled
into the study from 28-Jul-97 to 29-Oct-97. Seven'(7) males and three (3) females
were enrolled. The average age was 72.3 years while the average duration of CPR.
was 13.80 minutes. Three (3) gatients received manual CPR while the remaining seven
(7) patientsreceived YEST-CPR. Ofthe three manual patieats, onlyone (1) experienced
a return of a spontaneous circulation. This patient eventually rearrested and did not
survive. Of the seven (7) vest patients, three 83) experienced a return of a spontaneous
circulation. These three patients did not survive after rearresting in the hospital .
COIPETES L mtenr e R N LR T AN, N S RSN B R ERE RPN &4
'I'h‘: need to find a better resuscitation technique is indisputable. Studies have shown -
that when a patient fails initial defibrillation, even the best manual CPR results in_
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VIRGINIA COMMONWEALTH UNIVERSITY AND
- MEDICAL COLLEGE OF VIRGINIA HOSPITALS
, VEST-CPR® STUDY |

' COMMUNITY NOTIFICATION - |

The Virginia Commonwealth University and Medical College of Virginia Hospitals
were one of four centers in the United States chosen to participate in a study of a
new, potentially life-saving treatment for patients suffering cardiac arrest. Randomly
selected patients suffering cardiac arrest in selected areas of the hospital were treated
with a new way of performing Cardio-Pulmonary Resuscitation (CPR). The conditions
ofthe studywere carefullydescribed in an FDA approved Investigational Device Exemp-
tion.

The new treatment, called VEST-CPR, relied on a device invented at The Johns Hopkins
University Hospital in Baltimore and developed by CardioLogic Systems, Inc., located
in Hanover, Maryland. This device performed the CPR chest compressions using a
“vest”, resemblinganoversizedblood pressure cuff, around the chest. Scientificevidence
suggests that VEST-CPR may increase the survival rate of cardiac arrest patients over
manua] CPR. To study this question, four centers began a controlled study of the device.
It was determined in advance that at least 800 patients would need to be treated with
each technique in order to answer the question. An exemption from consent, authorized
by the U. . Food and Drug Administration (21 CFR 50.24), was used for all 10 patients.
It was not feasible to obtain informed consent from the patient, a family member or
a legally authorized representative at the time when the patient.was in critical need
for immediate treatrent. :

Unfortunately, just shortly after the study began, on November 7, 1997 CardioLogic
suspended and then terminated all investigations of the VEST-CPR system in order
to pursue other comgsaf‘y interests. Nationally, only ten (10) patients were enrolled
into the study from ul-97 to 29-Oct-97. Seven (7) males and three (3) females
were enrolled. The average age was 72.3 years while the average duration of CPR
was 13.80 minutes. Three (3) patients received manual CPR while the remaining seven
(7)patients rcceivedVEST-CgR. Ofthe three manual patients, only one (1) experienced
a return of a spontaneous circulation. This patient eventually rearrested and did not
survive. Of the seven (7) vest patients, three (3) experienced a return of a spontaneous
circulation. These three patients did not survive after rearresting in the hospital.

The need to find a better resuscitation !ecl_m}que is indisputable. Studies have shown
that when a patieat fails initial defibrillation, even the best manual CPR results in
a long term survival sate of only 5-10%. ' § RS

If you have any questions about thelstudy, You may contact Linda Grcgg, Director
of Clinical Affairs, CardioLogic Systems, Inc., 1-800-321-4277. g
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_ when the patient was m critical need for immediate treatment.- o j.:

GLENDALE MEMORIAL HOSPITAL
AND HEALTH CENTER
. VEST-CPR? STUDY
- COMMUNITY NOTIFICATION

AFLITYLY &
IIEIRINTXTINXRINIY [

.‘l ..

“The Glendalc Memorial Hospital and Health Center was one of four centers m., '

“the United States chosen to parricipate in a study of a new, potentially life3s
‘'saving treatment for patients suffering cardiac arrest. Randomly selected?
‘patients suffering cardiac arrest in sclected areas of the hospital were treateg :
“with a new way of performing Cardio-Pulmonary Resusciration (CPR). The:
:conditions of the study were- carefully dcscnbcd in an FDA approve&

l)l

.

Thc new treatment, callcd VEST- CPR rchcd ona dcwce mvcntcd at the ]ohns; 3

; ~Hopkins University Hospital in Baldmore and developed by CardioLogi ]
e B , Inc., located in Hanovcr, Maryland. This device performed the CPR’
Hies o

t compressions using a "vest", resembling an oversized blood pressure cuff; 2
Hround the chest. Scientific evidence suggests that VEST-CPR may increass 3
the survival rate of cardiac arrest patients over manual CPR. To study thi§3

uestion,” four centers began a contolled study of the device. It was:
gctcmuncd in advance that at least 800 patients would need to be treated w:th :
‘éach technique in order to answer the questian. An exemption from conscng,«
-authorized by the U.S. Food and Drug Administration (21 CFR.50.24), was:
used for all 10 padents. It was not feasible to obtain informed consent from-
‘the patient, a family member or a legally authorized representative at the tims

L

Unfortunatcly, just :shortly -after -the study began, on -November 7, 1»997
[CardioLogic suspended and then terminated all investigations of the VEST::
CPR system in order to pursue other company interests. Nationally, only (10} :
“patients were enrdlled into the study from 28-Jul-97 to 29-Oct-97. Seven (7):

| ‘males and three (3) females were enrolled. The average age was 72.3 ycars:

“while the average duration of CPR was 13.80 minutes. Three (3) padents:
.recewcd manual CPR while the rcmammg seven (7) patients received VRST:#
iCPR. Of the three manual patients, only one (1) experienced a retumn of 4 a:
spontancous circulation. This patient eventually rearrested and did not survive; ;
;Of the seven (7) vest iancnts,\thrcc 3) cxpcncnced a return of a spontancou.:

firculation. - Thuc ree patients dxd not survive aftcr mrrcsnng in tht'
5hospmll ' . Ly e _

;I'he need to find 2 bcr.tcr resuscitation tcchmquc is mdxsputablc Studms ha
Shown that when a patient fails initial defibrillation, even thc best manual CP
._"mmalongtcrmsumvalratcofonlys -10%. .

{yre 0v

A

[N

*h b .Jﬂ

‘ you have any questions about the study, you may contact I_mda G
'Dmcctor of Clinical Aﬂ’axrs, Ca.rchoLogic Systcms. Inc,, 1-800-321-4277
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—*--'STAT OF THE DAY
14 GCC has made the playoffs in seven of -
= Joe Agoston s 1 1 years as coach

—:"\ L ON DECK Lw el
Glendale High football
looks for a retum to glory

GLENDALE MEMORIAL HOSPITAL
- AND HEALTH CENTER ' .

. VEST-CPR*STUDY . O

% ~ COMMUNITY NOTIFICATION . R
Fah ‘\I he Glendale Memorial Hospital and Health Center was one of four centers in
~# zthe United States chosen to participate in a study of a new, potentially life-
rsaving treatment for padients suffering cardiac arresc. Randomly selected
panents suffering cardiac arrest in selected areas of the hospital were teated | |
with a new way of performing Cardio-Pulmonary Resuscitation (CPR). The
—tcondmons ‘of the study were “carefully described in an FDA approvcd

Investigational Device Exemprion.

“The new treatment, called VEST-CPR, relied on a device invented ar the Johns
“Hopkms University Hospital in Baltimore and developed by CardioLogic
~Systems, Inc., located in Hanover, Maryland. This device performed the CPR

chest compressions using a "vest”, resembling an oversized %lood pressure cuff,
around the chest. “Scientific evidence suggests that VEST-CPR may increase
“'the survival rate of cardiac arrest patients’ over manual CPR. To study this
uestion, four centers began a controlled study of the device. It was
gcterrruned in-advance that at léast 800 patients would need to be treated with
[ "each technique in order to answer the question. An exemption from consent,
authonzcd by the U.S. Food and Drug Administration (21 CFR 50.24), was
“used for all 10 patients. It was not feasible to obtain informed consent from
the patient, a family member or a legally authorized representative ac thc time
whcn the patient was in critical need for immediare treatment. |

Lt ] . ’3-'

'Unfortunatcly, just shordy after the study bcgan on Novcmber 7, 1997
- CardioLogic suspended and then terminated all investigations of the VEST-
"CPR system in order to pursue other company interests. Nationally, only (10)
patients were enrolled into the study from 28-Jul-97 to 29-Oct-97. Seven (7)
males and three (3) females were enrolled. The average age was 72.3 years
while the average duradon of CPR was 13.80 minutes. Three (3) patients
received manual CPR while the remaining seven (7) padents received VEST-
CPR. Of the three manual patients, only one (1) experienced a retumn of a
spontaneous circuladon. This patient eventually rearrested and did not survive,
Of the seven (7) vest patients, three (3) cxpcnenccd a return of a spontaneous

| circulation. Thcsc ree paucnts dxd not survive after rearresting in thc
'hosplr.al . : : ,

»‘Thc nccd © ﬁnd a bcttcr resusciration tcchmquc is mdxsputablc Studxcs havc
1.8 ‘shown that when a patient fails initial defibrillation, even the best manuzl CPR ;
“results in 1 long term survival rate ofonly 510%. - - TR I

fou have any qustxons abour the study, you may contace Lmdz Gr
Dxrcctor of Clinical Aﬂ’hrs, CardloLogxc Systcm.s, Inc, 1- 800-321—4277
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FROM @ Cardiologic Systems, [nc. TEL: 4186915212 ALIG. 24. 1338 1:39 P4 P2
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GLENDALE MEMORIAL HOSPITAL /S

- AND HEALTH CENTER (4% 0 M f
VEST-CPR® STUDY SO gl

COMMUNITY NOTIFICATION :

The Glendale Mcmorial Hospital and Health Center was one of four centers in the W
United Statcs chosen to participate in a study of a new, potentially life-suving <7

treutment for paticnts suffering cardiac arrest.  Randomly selected patients @‘_
suffering cardiac arrest in sclected areas of the hospital were treated with 4 new -
way of performing Cardio-Pulmunary Resuscitation (CPR). The conditions of the @v‘\‘_\c
study were carefully described in an I'DA approved Investigational Device

Exemption.

‘The new treatment, called VEST-CPR, relicd on a device invented at The Johns
Hopkins University Hospital in Baltimore and developed Lty Cardiol.ogic
Systems, Inc., located in Hanover, Maryland. This device performed the CPR
chest comipressions using a “vest”, resembling an oversized blood pressure culff,
around the chest. Scicntific evidence suggests that VEST-CPR riny incrense the
| surviva! ratc of cardiac arrest patients over manual CPR. To study this question,
' four centers began n controlled study of the device. It was determined in advance
! that at lcast 800 patients would need 1o be treated with each techuique in order o
answer the question. An exemption from cansent, authorized by the U.S, Food
and Drug Administration (21 CTR 50.24), was used for all 10 paticnts. It was not
feasible 1o obtain informed consent from the patient, a family member or u jegally
authorized representative ot the time when the patient was in ritical need for
immediate treatiment.

Unfortunatcly, just shortly efler the study began, on November 7, 1997
Cardiol.ogic suspended and then tenninated all investigations of the VLST-CPR
system in order to pursuc othcr company interests. Nationally, only ten (10)
patients were enrolled into the study from 28-Jul-97 to 29-0:t-97. Seven (7)
males and three (3) females were cnrolled. The average age was 72.3 ycars while
the average duration of CPR was 13.80 minutes. Three (3) natients reccived
manueal CPR while the remeining seven (7) patients reccived VEST-CPR. Of the
thrce manugl patients, only one (1) experienced a return of a spontancous
circulation. This patient eventually rearrested and did not survive.  Of the seven
(7Y vest patients, threc (3) experienced a return of a spontarcous circulation.
These three patients did pot survive after rearresting in the hospitsl.

The need to find a better resuscitation technique is indisputablc. Studics have
shown that when a patient fails initial defibrillation, even the best manual CPR
results in a long term survival rate of only 5-10%.

If you have any questions about the study, you may contact Lindn Gregg, Director
of Clinical Affairs, CardioLogic Systems, Inc., 1-800-321-4277.
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